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CLINICAL AND ENVIRONMENTAL LABORATORIES 438.010

CLINICAL LABORATORIES
(Generally)

438.010 Definitions for ORS 438.010 to
438.510. As used in ORS 438.010 to 438.510,
unless the context requires otherwise:

(1) “Clinical laboratory” or “laboratory”
means a facility where the microbiological,
serological, chemical, hematological, immu-
nohematological, immunological, toxicolog-
ical, cytogenetical, exfoliative cytological,
histological, pathological or other examina-
tions are performed on materials derived
from the human body, for the purpose of di-
agnosis, prevention of disease or treatment
of patients by physicians, dentists and other
persons who are authorized by license to di-
agnose or treat humans.

(2) “Clinical laboratory specialty” or
“laboratory specialty” means the examina-
tion of materials derived from the human
body for the purpose of diagnosis and treat-
ment of patients or assessment of health,
employing one of the following sciences:
Serology, microbiology, chemistry, hematol-
ogy, immunohematology, immunology, toxi-
cology, cytogenetics, exfoliative cytology,
histology or pathology.

(3) “Clinician” means a nurse practi-
tioner licensed and certified by the Oregon
State Board of Nursing, or a physician assis-
tant licensed by the Board of Medical Exam-
iners for the State of Oregon.

(4) “Custody chain” means the handling
of specimens in a way that supports legal
testimony to prove that the sample integrity
and identification of the sample have not
been violated, as well as the documentation
describing those procedures from specimen
collection to the final report.

(5) “Dentist” means a person licensed to
practice dentistry by the Oregon Board of
Dentistry.

(6) “Department” means the Department
of Human Services.

(7) “Director of clinical laboratory” or
“director” means the person who plans, or-
ganizes, directs and participates in any or all
of the technical operations of a clinical lab-
oratory, including but not limited to review-
ing laboratory procedures and their results,
training and supervising laboratory person-
nel, and evaluating the technical competency
of such personnel.

(8) “Health screen testing” means tests
performed for the purpose of identifying
health risks, providing health information
and referring the person being tested to
medical care.

(9) “High complexity laboratory” means
a facility that performs testing classified as
highly complex in the specialties of microbi-

ology, chemistry, hematology, diagnostic im-
munology, immunohematology, clinical
cytogenetics, cytology, histopathology, oral
pathology, pathology, radiobioassay and his-
tocompatibility and that may also perform
moderate complexity tests and waived tests.

(10) “High complexity test” means a pro-
cedure performed on materials derived from
the human body that meet the criteria for
this category of testing in the specialties of
microbiology, chemistry, hematology, immu-
nohematology, diagnostic immunology, clin-
ical cytogenetics, cytology, histopathology,
oral pathology, pathology, radiobioassay and
histocompatibility as established by the de-
partment.

(11) “Laboratory evaluation system”
means a system of testing clinical laboratory
methods, procedures and proficiency by peri-
odic performance and reporting on test spec-
imens submitted for examination.

(12) “Moderate complexity laboratory”
means a facility that performs testing classi-
fied as moderately complex in the specialties
of microbiology, hematology, chemistry, im-
munohematology or diagnostic immunology
and may also perform any waived test.

(13) “Moderate complexity test” means a
procedure performed on materials derived
from the human body that meet the criteria
for this category of testing in the specialties
of microbiology, hematology, chemistry, im-
munohematology or diagnostic immunology
as established by the department.

(14) “Operator of a substances of abuse
on-site screening facility” or “operator”
means the person who plans, organizes, di-
rects and participates in any or all of the
technical and administrative operations of a
substances of abuse on-site screening facility.

(15) “Owner of a clinical laboratory”
means the person who owns the clinical lab-
oratory, or a county or municipality operat-
ing a clinical laboratory or the owner of any
institution operating a clinical laboratory.

(16) “Physician” means a person licensed
to practice medicine by the Board of Medical
Examiners for the State of Oregon.

(17) “Physician performed microscopy
procedure” means a test personally per-
formed by a physician or other clinician
during a patient′s visit on a specimen ob-
tained during the examination of the patient.

(18) “Physician performed microscopy
procedures” means a limited group of tests
that are performed only by a physician or
clinician.

(19) “Specimen” means materials derived
from a human being or body.

(20) “Substances of abuse” means ethanol
and controlled substances, except those used
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as allowed by law and as defined in ORS
chapter 475 or as used in ORS 689.005.

(21) “Substances of abuse on-site screen-
ing facility” or “on-site facility” means a lo-
cation where on-site tests are performed on
specimens for the purpose of screening for
the detection of substances of abuse.

(22) “Substances of abuse on-site screen-
ing test” or “on-site test” means a substances
of abuse test that is easily portable and can
meet the requirements of the federal Food
and Drug Administration for commercial dis-
tribution or an alcohol screening test that
meets the requirements of the conforming
products list found in the United States De-
partment of Transportation National High-
way Traffic Safety Administration Docket
No. 94-004 and meets the standards of the
United States Department of Transportation
Alcohol Testing Procedure, 49 C.F.R. part
40, in effect on October 23, 1999.

(23) “Waived test” means a procedure
performed on materials derived from the hu-
man body that meet the criteria for this cat-
egory of testing as established by the
department. [1969 c.685 §2; 1989 c.776 §1; 1993 c.109
§3; 1997 c.355 §1; 1999 c.739 §1; 2001 c.104 §168; 2001 c.900
§255]

438.030 Policy. It shall be the declarative
purpose of ORS 438.010 to 438.510 to ensure
the quality of medical laboratory work in or-
der to protect the health and welfare of the
people of the State of Oregon by establishing
a regulatory program for clinical laborato-
ries. [1969 c.685 §1; 2001 c.104 §169]

438.040 Laboratory license required;
director to be qualified; permit required
of out-of-state laboratory. On and after
July 1, 1970, it shall be unlawful:

(1) For any owner or director of a clin-
ical laboratory to operate or maintain a
clinical laboratory without a license issued
under ORS 438.110 or without a temporary
permit issued under ORS 438.150 or to per-
form or permit the performance of any labo-
ratory specialty for which the laboratory is
not licensed except as specified under ORS
438.050, unless the laboratory has been is-
sued a valid certificate from the federal gov-
ernment under the Clinical Laboratory
Improvement Amendments of 1988 (P.L.
100-578, 42 U.S.C. 201 and 263a).

(2) For an out-of-state laboratory to per-
form health screen testing in Oregon without
a permit issued under ORS 438.150 (5).

(3) For any person to serve in the capac-
ity of director of a clinical laboratory with-
out being qualified as a clinical laboratory
director under ORS 438.210. [1969 c.685 §3; 1999
c.341 §1]

438.050 Application; exceptions. (1)
ORS 438.010 to 438.510 apply to all clinical
laboratories and laboratory personnel within
the State of Oregon, except:

(a) Clinical laboratories operated by the
United States Government.

(b) Clinical laboratories operated and
maintained purely for research or teaching
purposes, and that involve no patient or
public health services.

(2) Nothing in ORS 438.010 to 438.510 is
intended to confer on any licensed practi-
tioner of the healing arts any authority the
practitioner would not otherwise possess un-
der the license. [1969 c.685 §§4,20; 1973 c.829 §54;
1979 c.193 §1; 1993 c.109 §4; 2001 c.104 §170]

438.055 Exemption. Clinical laboratories
operated by physicians or clinicians that
conduct only waived tests and physician per-
formed microscopy procedures used exclu-
sively for the diagnosis and treatment of
their patients shall not be subject to regu-
lation that is more strict than regulation
imposed under the Clinical Laboratory Im-
provement Amendments of 1988 (P.L. 100-578;
42 U.S.C. 201 and 263a). [1993 c.109 §12; 1999 c.341
§2]

438.060 When permit required for
health screen testing; exception. Notwith-
standing ORS 438.050, any person performing
health screen testing must obtain a permit
under ORS 438.150 (5). However, an employer
providing health screen testing to employees
of the employer is exempt from the applica-
tions of ORS 438.010, 438.130, 438.150 and
this section if such employer contracts for
the testing through a licensed physician, a
clinical laboratory or a hospital, which is a
permittee of the Department of Human Ser-
vices as provided in this section. [1989 c.776
§3]

438.070 Personnel. The Department of
Human Services shall establish by rule the
qualifications and responsibilities of techni-
cal and clinical consultants, general and
technical supervisors and testing personnel.
A person is qualified to act as a technical or
clinical consultant, a general or technical
supervisor, or a testing person in a clinical
laboratory if the person meets the require-
ments established by the department. Rules
adopted under this section shall not be more
stringent than comparable rules adopted un-
der the Clinical Laboratory Improvement
Amendments of 1988 (P.L. 100-578; 42 U.S.C.
201 and 263a). [1993 c.109 §2]

(Clinical Laboratory License)
438.110 Standards for issuance and

renewal of laboratory license. (1) The De-
partment of Human Services shall establish
four levels of laboratory licenses as follows:
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(a) A high complexity laboratory license;
(b) A moderate complexity laboratory li-

cense;
(c) A physician performed microscopy

laboratory license; and
(d) A waived laboratory license.
(2) The department shall issue and renew

licenses required under ORS 438.040 for any
or all clinical laboratory specialties to the
owners of clinical laboratories who demon-
strate to the satisfaction of the department
that:

(a) The clinical laboratory is in compli-
ance with ORS 438.010 to 438.510 and the
rules of the department adopted under ORS
438.450;

(b) The laboratory is adequately equipped
to perform proficiently within the scope of
its license;

(c) The clinical laboratory has facilities
for retaining and does retain complete labo-
ratory records for an appropriate length of
time as the department by rule may require;
and

(d) The clinical laboratory meets the
standards of the department for safety, sani-
tary conditions, plumbing, ventilation, han-
dling of specimens, maintenance of
equipment and requirements of general hy-
giene to insure protection of the public
health. [1969 c.685 §5; 1971 c.650 §18; 1993 c.109 §5;
1999 c.341 §3; 2001 c.104 §171]

438.120 Standards for licensing spe-
cialties; exceptions. (1) In determining the
specialties that are authorized to be per-
formed in a clinical laboratory, the Depart-
ment of Human Services shall consider
laboratory personnel, with particular empha-
sis on the qualifications of the director, lab-
oratory equipment and any other relevant
factors affecting the ability of the laboratory
to perform different laboratory specialties.

(2) No laboratory shall be licensed to
perform examinations in the fields of surgical
pathology, autopsy pathology, exfoliative
cytology, or immunohematology, except as
the Department of Human Services may es-
tablish exemptions from the requirements of
this subsection in the field of immunohema-
tology, unless its director is a physician or
dentist specifically qualified in these fields.

(3) The list of waived tests, physician
performed microscopy procedures and moder-
ate and high complexity tests shall be estab-
lished by the department. [1969 c.685 §6; 1993
c.109 §6; 1999 c.341 §4]

438.130 License application; fees; expi-
ration and renewal. (1) The application for
a license for a clinical laboratory shall be
made on forms provided by the Department
of Human Services and shall be executed by

the owner or one of the owners or by an of-
ficer of the firm or corporation owning the
clinical laboratory, or in the case of a county
or municipality, by the public official re-
sponsible for operation of the laboratory, or
in the case of an institution, by the adminis-
trator of the institution. The application
shall contain the names of the owner, the
director or directors of the clinical labora-
tory, the location and physical description of
the clinical laboratory, the laboratory spe-
cialties for which a license is requested and
such other information as the department
may require.

(2)(a) The application shall be accompa-
nied by an annual or biennial license fee to
be established by the department. The fee
shall be based on test volume, test complex-
ity, the number of specialties performed and
private laboratory accreditation. For each
level of laboratory testing, the fee shall be
not more than 100 percent of the corre-
sponding fee charged by the federal labora-
tory certification program known as the
Clinical Laboratory Improvement Amend-
ments of 1988 (P.L. 100-578, 42 U.S.C. 201 and
263a) in effect on July 1, 1999. The fee for
substance of abuse screening laboratories not
certified under the Clinical Laboratory Im-
provement Amendments of 1988 shall be
comparable to the clinical laboratory fee es-
tablished under this section.

(b) The department may establish pro-
rated fees for licenses issued for a year or
less and when there is a change in the labo-
ratory′s owner, director or address. A pro-
rated license fee shall be issued to a
laboratory accredited by an organization re-
cognized by the department.

(3) Unless sooner voided, suspended or
revoked, all licenses issued under this sec-
tion expire on June 30 of the one- or two-
year cycle following the date of issuance and
shall be renewable in the manner prescribed
by the department.

(4) Subject to prior approval of the Ore-
gon Department of Administrative Services
and a report to the Emergency Board prior
to adopting the fees and charges, the fees
and charges established under this section
shall not exceed the cost of administering
the regulatory program of the Department of
Human Services pertaining to the purpose
for which the fee or charge is established, as
authorized by the Legislative Assembly
within the department′s budget, as the bud-
get may be modified by the Emergency
Board. [1969 c.685 §7; 1977 c.284 §3; 1979 c.696 §2; 1989
c.776 §5; 1991 c.703 §6; 1993 c.109 §7; 1999 c.341 §§5,6]

438.140 License content; display; non-
transferability; voidability; special permit
when director changes. (1) A license issued
to the owner of a clinical laboratory shall
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show on its face the names of the owners
and directors, the location of the laboratory
and the clinical laboratory specialties au-
thorized under the license. The license shall
be displayed at all times in a prominent place
in the laboratory.

(2) A license issued to the owner of a
clinical laboratory is not transferable. The
license of the laboratory is voided 30 days
after a change in its director if it has only
one director or if all directors change or a
change in the ownership or in the location
of the laboratory. In case of death of a di-
rector, immediate notification to the Director
of Human Services or a designee who shall
be empowered to issue a special temporary
permit of 30 days′ duration issued to a des-
ignated substitute director is required. If a
license is voided or a special temporary per-
mit is issued under this section, a new li-
cense application, accompanied by the
nonrefundable license fee prescribed in ORS
438.130, shall be filed with the Department
of Human Services. [1969 c.685 §8]

438.150 Temporary permit; health
screen testing permit; conditions and
limitations. (1) In addition to the license of
a clinical laboratory required by ORS
438.040, the Department of Human Services
may issue a temporary permit valid for a pe-
riod, to be determined by the department,
from the date of issuance in any or all clin-
ical laboratory specialties upon payment of
the respective required fees as described in
ORS 438.130 (2).

(2) In issuing the temporary permit, the
department may require that:

(a) Plans for compliance with applicable
laws and rules be submitted with the appli-
cation for the temporary permit; and

(b) During the period in which the tem-
porary permit is in effect periodic reports be
submitted on the progress of the plans for
compliance; and

(c) Special temporary provisions specified
by the department upon application of the
temporary permit be maintained for the pro-
tection of the public.

(3) If at any time the department deter-
mines that the clinical laboratory can no
longer operate in a manner which protects
the public health and safety or that the re-
quirements imposed under subsection (2) of
this section are not being maintained, the
department shall cancel the temporary per-
mit.

(4) One renewal of the temporary permit
may be granted if deemed to be in the best
interest of public health by the department.
The fee for renewal is the respective re-
quired fee as described in ORS 438.130 (2).

(5) The department may issue permits for
health screen testing.

(6) The department by rule shall specify:
(a) Appropriate quality assurance proce-

dures;
(b) Personnel qualifications;
(c) Standards for counseling and referral

of persons being tested;
(d) Tests a health testing service may

conduct;
(e) The procedure for applying for a per-

mit; and
(f) The procedure for reporting to the de-

partment the location of all health screening
facilities.

(7) The department by rule may specify
the maximum length of time a health screen
testing service may remain in one location.
[1969 c.685 §9; 1989 c.776 §2]

438.160 Refusal to issue or renew li-
cense; suspension or revocation of license
or permit. Subject to ORS chapter 183, the
Department of Human Services may refuse
to issue or renew the license, or may suspend
or revoke the license or health screen testing
permit, of a clinical laboratory if it finds that
the owner or director has:

(1) Intentionally made false statements
on an application for a clinical laboratory li-
cense or any other documents required by
the department, or made any misrepresen-
tation in seeking to obtain or retain a li-
cense.

(2) Demonstrated incompetence as de-
fined pursuant to regulations promulgated
after public hearing.

(3) Intentionally falsified any report.
(4) Referred a specimen for examination

to a nonlicensed or an unlicensed clinical
laboratory in this state unless the laboratory
is exempt from the application of ORS
438.010 to 438.510.

(5) Misrepresented the scope of labora-
tory service offered by the clinical laboratory
or the clinical laboratory specialties author-
ized by the license.

(6) Rendered a report on clinical labora-
tory work actually performed in another
clinical laboratory without designating the
name and address of the clinical laboratory
in which the test was performed.

(7) Knowingly had professional con-
nection with or permitted the use of the
name of the licensed clinical laboratory or
its director by a clinical laboratory that is
required to but has not obtained a license.

(8) Failed to perform or cause to be per-
formed within the time specified analysis of
test samples as authorized by ORS 438.320,
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or failed to report on the results of such
analysis within the specified time.

(9) Failed to permit within a reasonable
time the entry or inspection authorized by
ORS 438.310.

(10) Failed to continue to meet require-
ments of ORS 438.110 and 438.120.

(11) Violated any provision of ORS
438.010 to 438.510. [1969 c.685 §10; 1993 c.109 §13;
1999 c.341 §8; 2001 c.104 §172]

(Clinical Laboratory Director)
438.210 Qualifications of a laboratory

director. A person is qualified to act as a
laboratory director of a clinical laboratory if:

(1) The person is a pathologist certified
in clinical or anatomical pathology by a na-
tional organization or organizations recog-
nized by the Department of Human Services,
or is a physician who possesses qualifications
equivalent to those required for such certi-
fication;

(2) The person is a physician who pos-
sesses special qualifications that enable the
person to perform as a laboratory director,
or is directing a laboratory on January 1,
1970;

(3) The person has an earned degree of
Doctor of Science or Doctor of Philosophy,
or an acceptable degree as determined by the
department, from an accredited college or
university, with a major in the chemical,
physical, or biological sciences and possesses
special qualifications as described in the ad-
ministrative rules of the department that en-
able the person to perform as a laboratory
director;

(4) The person is the member of a group
of five or more physicians who operate on
November 4, 1993, a laboratory performing
work only on their patients and who is des-
ignated by the group to be the director; or

(5) The person was responsible for the
direction of a clinical laboratory for at least
12 months within the five years preceding
January 1, 1970, and has had at least two
years of pertinent clinical laboratory experi-
ence, as determined by the department. [1969
c.685 §12; 1993 c.109 §8]

438.220 Special qualifications for labo-
ratory director at chiropractic college.
Notwithstanding ORS 438.210, a person is
qualified to act as the laboratory director of
the clinical laboratory at any accredited chi-
ropractic college in this state for the benefit
of chiropractic patients if that person is a
chiropractic physician licensed by the State
Board of Chiropractic Examiners, and pos-
sesses special qualifications, as determined
by the State Board of Chiropractic Examin-

ers, that enable that person to perform as a
laboratory director. [1979 c.303 §2]

(Inspection and Evaluation)
438.310 Inspection of laboratory

premises; owner to submit reports and
findings on communicable disease; infor-
mation confidential. (1) The Department of
Human Services or its authorized represen-
tative may:

(a) At reasonable times enter the prem-
ises of a clinical laboratory licensed or sub-
ject to being licensed under ORS 438.010 to
438.510 to inspect the facilities, methods,
procedures, materials, staff, equipment, labo-
ratory results and records of the clinical
laboratory.

(b) Require the owner or director to sub-
mit reports on the operations and procedures
of the laboratory.

(c) Require the owner or director to sub-
mit initial laboratory findings indicative of
communicable disease as defined by law or
by rule. Each report shall include the name
of the person from whom the specimen was
obtained, if the name was reported to the
laboratory, and the name and address of the
physician for whom such examination or test
was made. Such reports shall not be con-
strued as constituting a diagnosis nor shall
any laboratory making such report be held
liable under the laws of this state for having
violated a trust or confidential relationship.

(2) The Director of Human Services or a
designee, the department, or any employee
thereof, shall not disclose information con-
tained in reports on communicable diseases
submitted to the department under subsec-
tion (1) of this section except as such infor-
mation is made available to employees of the
department and to local health officers for
purposes of administering the public health
laws of this state. However, information
contained in such reports may be used in
compiling statistical and other data in which
persons are not identified by name or other-
wise.

(3) The department shall by rule set
standards for the recognition of private labo-
ratory accrediting organizations whose stan-
dards meet or exceed federal standards. A
laboratory that is accredited by a private
laboratory accrediting organization recog-
nized by the department under this section
may submit proof of such accreditation to
the department. Upon receipt of such proof,
the department shall issue a license pursuant
to ORS 438.130. [1969 c.685 §13; 1993 c.109 §9; 2001
c.104 §173]

438.320 Laboratory evaluation system;
quality control systems. (1) The Depart-
ment of Human Services shall institute a
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laboratory evaluation system, as defined in
ORS 438.010, and shall make such rules as
are necessary to insure quality control of
laboratory work.

(2) As part of this system, the department
may require each laboratory to:

(a) Participate in on-site inspection and
testing;

(b) Analyze test samples submitted by the
department prior to, during or subsequent to
the inspection; and

(c) Contract with, at the laboratory′s own
expense, a department-approved source of
test samples for such test samples to be sub-
mitted periodically to the laboratory and to
be returned to that source for grading after
testing. The test results shall be made avail-
able to the department.

(3) The procedures under subsection (2)
of this section shall be referred to as ex-
ternal quality control. The samples are to be
tested by regularly assigned personnel using
routine methods. The test samples shall be
confined to the specialty of the laboratory as
indicated on the license. A specified time
shall be allowed for such testing and report-
ing of the results and shall be the time re-
quired under conditions of normal operation.

(4) In addition to external quality con-
trol, each clinical laboratory shall establish
an internal laboratory quality control system
pursuant to rules of the department includ-
ing but not necessarily limited to the testing
of reference or control sera and other bi-
ological samples, verifying concurrent cali-
bration standards and control charts
recordings, and reporting on its control sys-
tem as required by the department. [1969 c.685
§14; 1983 c.740 §154; 1993 c.109 §10]

438.410 [Formerly 433.310; repealed by 1971 c.650
§51]

(Miscellaneous)
438.420 Communicable disease reports

to be from licensed laboratory. When the
control or release of a case contact or car-
rier of a communicable disease is dependent
on laboratory findings, the health officer may
require such findings to be obtained by a
clinical laboratory licensed by the Depart-
ment of Human Services. [Formerly 433.325]

438.430 Examination, specimens; re-
ports and results. (1) Except as otherwise
provided in ORS 438.010 to 438.510, a clinical
laboratory shall examine specimens only at
the request of a physician, dentist, or other
person authorized by law to use the findings
of laboratory examinations.

(2) A person may not report the result of
any test, examination, or analysis of a speci-
men submitted for evidence of human disease
except to:

(a) The patient; and
(b) A physician, dentist, their agents, or

other person authorized by law to employ the
results thereof in the conduct of a practice
or in the fulfillment of official duties.

(3) Not sooner than seven days after re-
ceiving a request from a patient for the re-
sults of any test, examination or analysis of
a specimen submitted by the patient, a clin-
ical laboratory shall provide the results in
writing to the patient. [1969 c.685 §21; 2001 c.104
§174; 2003 c.376 §1]

Note: Section 2, chapter 376, Oregon Laws 2003,
provides:

Sec. 2. The amendments to ORS 438.430 by section
1 of this 2003 Act apply to the reporting of results of
any test, examination, or analysis of a specimen sub-
mitted for diagnosis, prevention or treatment of any
disease or impairment of, or the assessment of the
health of, human beings on or after the effective date
of this 2003 Act [January 1, 2004]. [2003 c.376 §2]

438.435 Testing for substance abuse.
(1) In addition to duties which a clinical lab-
oratory may perform under ORS 438.010 to
438.510, a laboratory is authorized to perform
appropriate tests, examinations or analyses
on materials derived from the human body
for the purpose of detecting substances of
abuse in the body. All laboratories perform-
ing the tests, examinations or analyses must
be licensed under the provisions of ORS
438.010 to 438.510 and must employ qualified
technical personnel to perform the tests, ex-
aminations and analyses.

(2) In order to perform such tests, exam-
inations or analyses, the laboratory may ex-
amine specimens submitted by persons other
than those described in ORS 438.430 (1) and
shall report the result of any test, examina-
tion or analysis to the person who submitted
the specimen. When the substance of abuse
test is for nonmedical employment or pre-
employment purposes, and a written request
is provided, the test result shall be reported
to the person from whom the specimen was
originally obtained.

(3) When the specimen of a person tested
for substances of abuse is submitted to the
laboratory and the test result is positive, the
laboratory shall perform a confirming test
which has been designated by rule of the
Department of Human Services as the best
available technology for use to determine
whether or not the substance of abuse iden-
tified by the first test is present in the spec-
imen prior to reporting the test results.

(4) The department by rule shall set
standards for special category laboratories
that engage only in the initial testing for
substances of abuse in the body, including
registration procedures for such laboratories
and personnel.
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(5) The operator of a substances of abuse
on-site screening facility may use substances
of abuse on-site screening tests if the test
results are not for use in diagnosing or pre-
venting disease and are not for use by physi-
cians, dentists or other licensed health care
professionals in treating humans. Any entity
using the test shall pay a yearly filing fee,
not to exceed $50, and file a registration
form as provided by rule of the department
that:

(a) States the current name and address
of the entity, the telephone number of the
entity, if any, and the name of a contact in-
dividual at each on-site facility operated by
the entity; and

(b) Certifies that:
(A) The tests are being administered ac-

cording to the federal Food and Drug Ad-
ministration package insert that accompanies
the test;

(B) The tests are being administered ac-
cording to the instructions of the manufac-
turer;

(C) Custody chain procedures are being
followed;

(D) Operators of the substances of abuse
on-site screening facility are trained in the
use of the substances of abuse on-site
screening tests by the manufacturer; and

(E) If the substances of abuse on-site
screening facility obtains a positive test re-
sult on a specimen and the entity indicates
that the test result is to be used to deny or
deprive any person of employment or any
benefit, or may otherwise result in adverse
employment action, the same specimen shall
be submitted to a clinical laboratory licensed
under ORS 438.110 and 438.150 or an equiv-
alent out-of-state facility and the presence of
a substance of abuse confirmed prior to re-
lease of the on-site test result.

(6) The department by rule shall set rea-
sonable standards for the screening by cor-
rectional agencies of inmates within state
and local correctional facilities and offenders
on parole, probation or post-prison super-
vision for substances of abuse. The standards
shall include, but not be limited to, the es-
tablishment of written procedures and proto-
cols, the qualifications and training of
individuals who perform screening tests, the
approval of specific technologies and the
minimum requirements for record keeping,
quality control and confirmation of positive
screening results.

(7) If an initial test by a special category
laboratory under subsection (4) of this sec-
tion or a special category screening under
subsection (6) of this section shows a result
indicating the presence of a substance of
abuse in the body, a confirmatory test shall

be conducted in a licensed clinical laboratory
if the results are to be used to deprive or
deny any person of any employment or bene-
fit. If a screening test of an inmate of a state
or local correctional facility is positive for a
substance of abuse, the inmate may be held
in a secure facility pending the outcome of
the confirmatory test. If the confirmatory
test is positive, the inmate may be held in a
secure facility pending the outcome of any
hearing to determine what action will be
taken.

(8) If any test for substances of abuse is
performed outside this state the results of
which are to be used to deprive or deny any
person any employment or any benefit, the
person desiring to use the test shall have the
burden to show that the testing procedure
used meets or exceeds the testing standards
of this state. [1987 c.669 §2; 1991 c.808 §1; 1997 c.355
§2; 1999 c.739 §2; 2001 c.104 §175]

438.440 Disposition of fees. All moneys
received by the Department of Human Ser-
vices under ORS 438.010 to 438.510 and
438.990 shall be credited to the Public Health
Account and shall be used for payment of the
expenses of the department in administering
the provisions of ORS 438.010 to 438.510 and
438.990. [1969 c.685 §16]

438.450 Rules. The Department of Hu-
man Services shall make such rules as are
necessary for carrying out ORS 438.010 to
438.510 in accordance with ORS 183.330.
[Formerly 433.335; 2001 c.104 §176]

438.510 Prohibited acts. It is unlawful
for the owner of a clinical laboratory or the
director of a clinical laboratory to:

(1) Operate or maintain a clinical labora-
tory unless the laboratory is under personal
supervision of a director who is qualified to
supervise the laboratory.

(2) Violate any provision of ORS 438.010
to 438.510. [1969 c.685 §11; 1987 c.669 §3; 2001 c.104
§177]

ENVIRONMENTAL LABORATORIES
438.605 Definitions for ORS 438.605 to

438.620, 448.280 and 448.285. As used in ORS
438.605 to 438.620, 448.280 and 448.285:

(1) “Accrediting authority” means the of-
ficial accrediting authority for the Oregon
environmental laboratory accreditation pro-
gram comprised of the Director of Human
Services or designee, the Director of the De-
partment of Environmental Quality or desig-
nee and the Director of Agriculture or
designee.

(2) “Department” means the Department
of Human Services.

(3) “Environmental laboratory” means a
fixed location or mobile facility that performs
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chemical, physical, radiological, microbiolog-
ical or biological testing of environmental
samples or the collection of environmental
samples.

(4) “Environmental testing” means labo-
ratory analysis of any matter, pollutant, con-
taminant or hazardous substance subject to
regulation pursuant to:

(a) Rules adopted or enforced by the De-
partment of Human Services, the Department
of Environmental Quality or the State De-
partment of Agriculture; or

(b) A federal environmental statute or
regulation administered or enforced by the
United States Environmental Protection
Agency. [1999 c.1063 §1]

438.610 Standards for accreditation. (1)
The Department of Human Services, in con-
currence with the accrediting authority, may
adopt by rule standards for any laboratory
seeking accreditation and performing envi-
ronmental testing for a fee or for determin-
ing compliance with environmental statutes,
rules or regulations.

(2) In developing standards under subsec-
tion (1) of this section, the department shall
cooperate with and may seek advice from the
United States Environmental Protection
Agency and any other state or federal agency
that may have adopted rules or regulations
for environmental monitoring.

(3) The standards adopted under this sec-
tion may address testing and sampling pro-
cedures or methods, record keeping, disposal
or retention of testing materials or samples,
or any other practice related to work per-
formed by an environmental laboratory. [1999
c.1063 §2]

438.615 Environmental laboratory ac-
creditation program. The Department of
Human Services, in concurrence with the
accrediting authority, shall establish by rule
and implement an environmental laboratory
accreditation program. The standards for ac-

creditation may be equivalent to, but may
not exceed, standards adopted by national
accreditation programs. [1999 c.1063 §3]

438.620 Accreditation fees; disposition
of fees. (1) In conjunction with the environ-
mental laboratory accreditation program es-
tablished under ORS 438.615, the Department
of Human Services may establish and collect
a fee for laboratory accreditation under the
program. A fee imposed under this section
shall not exceed the cost of administering
the program.

(2) Prior to imposing the fee under sub-
section (1) of this section, the Department of
Human Services shall obtain the approval of
the Oregon Department of Administrative
Services and report to the appropriate legis-
lative committee.

(3) All moneys collected by the Depart-
ment of Human Services under this section
shall be deposited in a dedicated account of
the department. Such moneys are contin-
uously appropriated to the Department of
Human Services to pay the costs of the De-
partment of Human Services, the State De-
partment of Agriculture and the Department
of Environmental Quality in administering
the environmental laboratory accreditation
program established under ORS 438.615. [1999
c.1063 §4]

PENALTIES
438.990 Penalties. Violation of any pro-

vision of ORS 438.040 or 438.510 is a Class
A misdemeanor. Each day of continuing vio-
lation shall be considered a separate offense.
[1969 c.685 §22; 1977 c.582 §45]

CHAPTER 439

[Reserved for expansion]
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